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                                      Application Form for Exemption from Review
                                                     ........................................................................................................
	
[bookmark: _GoBack]          ICMR NIRWoH Ethics Committee for Human Studies
	
Project No. …………………………………………………………………………………………………..
Title of study:…………………………………………………………………………………………………
……………………………………………………………………………………………………………….
Principal Investigator (Name, Designation and Affiliation): ……………………………………………… Co-PIs/Collaborators (Name, Designation and Affiliation): …………………………………………………..
……………………………………………………………………………………………………………………






	1.
	Choose reasons why exemption from ethics review is requested1?
	

	
	i. Research on data in the public domain/ systematic reviews or meta-analyses.
	

	
	ii. Observation of public behaviour/ information recorded without linked identifiers and disclosure would not harm the interests of the observed person
	

	
	iii. Quality control and quality assurance audits in the institution.
	

	
	iv. Laboratory validation testing using anonymous or de-identified samples to assess parameters like sensitivity and specificity, etc is conducted without the intention of research or influencing patient management and does not involve novel or innovative diagnoses or technologies.
	

	
	v. Comparison among instructional techniques, curricula, or classroom management methods
	

	
	vi. Consumer acceptance studies related to taste and food quality
	

	
	vii. Public health programmes by government agencies (Such as programme evaluation where the sole purpose of the exercise is refinement and improvement of the programme or monitoring (where there are no individual identifiers)
	

	
	viii. Any other (please specify in 100 words): …………………………………………………………………………………………….....
………………………………………………………………………………………………
………………………………………………………
……………………………………………………………………………………………….
	





Forwarded through Director with signature & Date: 
	
	Signature with name, date & seal

	Principal Investigator
	

	Head Of Department
	

	Director
	



Principal Investigator should also provide one page brief write-up about their study plan:
Comments of EC Secretariat: ……………………………………………………………………………...........……………………………………………………………………………...........
……………………………………………………………………………...........……………………………………………………………………………...........
……………………………………………………………………………...........……………………………………………………………………………...........
……………………………………………………………………………...........……………………………………………………………………………...........
……………………………………………………………………………...........……………………………………………………………………………...........
……………………………………………………………………………...........……………………………………………………………………………...........

Signature of Member Secretary with date: …………………………………………..............…………….......





















Undertaking by Principal Investigator along with
Request for Exemption from Ethical Review

1.  	I undertake that no changes would be made to the Approved Protocol without the knowledge of Ethics Committee.
2.  	If any changes are required to be made to the protocol, I will submit the revised draft version of the protocol to the Ethics Committee.
3.  	I undertake that amendment to the protocol and Amended protocol will not be implemented or given effect to till the Ethics Committee approves the amended project.
4.  	I understand that the Ethics Committee will determine if the amended protocol justifies exempt from Ethical review. 


Signature of PI with date : …………………………………………………………………………
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